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records, and § 820.198, with respect to 
complaint files. 

[53 FR 1567, Jan. 20, 1988, as amended at 66 
FR 38819, July 25, 2001] 

§ 892.1950 Radiographic 
anthropomorphic phantom. 

(a) Identification. A radiographic 
anthropomorphic phantom is a device 
intended for medical purposes to simu-
late a human body for positioning radi-
ographic equipment. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 892.9. The 
device is also exempt from the current 
good manufacturing practice regula-
tions in part 820 of this chapter, with 
the exception of § 820.180, with respect 
to general requirements concerning 
records, and § 820.198, with respect to 
complaint files. 

[53 FR 1567, Jan. 20, 1988, as amended at 66 
FR 38819, July 25, 2001] 

§ 892.1960 Radiographic intensifying 
screen. 

(a) Identification. A radiographic in-
tensifying screen is a device that is a 
thin radiolucent sheet coated with a 
luminescent material that transforms 
incident x-ray photons into visible 
light and intended for medical purposes 
to expose radiographic film. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 892.9. 

[53 FR 1567, Jan. 20, 1988, as amended at 65 
FR 2323, Jan. 14, 2000] 

§ 892.1970 Radiographic ECG/res-
pirator synchronizer. 

(a) Identification. A radiographic ECG/ 
respirator synchronizer is a device in-
tended to be used tocoordinatean x-ray 
film exposure with the signal from an 
electrocardiograph (ECG) or respirator 
at a predetermined phase of the cardiac 
or respiratory cycle. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 

subpart E of part 807 of this chapter 
subject to § 892.9. 

[55 FR 48444, Nov. 20, 1990, as amended at 65 
FR 2323, Jan. 14, 2000] 

§ 892.1980 Radiologic table. 

(a) Identification. A radiologic table is 
a device intended for medical purposes 
to support a patient during radiologic 
procedures. The table may be fixed or 
tilting and may be electrically pow-
ered. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 892.9. 

[53 FR 1567, Jan. 20, 1988, as amended at 63 
FR 59231, Nov. 3, 1998] 

§ 892.1990 Transilluminator for breast 
evaluation. 

(a) Identification. A transilluminator, 
also known as a diaphanoscope or 
lightscanner, is an electrically powered 
device that uses low intensity emis-
sions of visible light and near-infrared 
radiation (approximately 700–1050 
nanometers (nm)), transmitted through 
the breast, to visualize translucent tis-
sue for the diagnosis of cancer, other 
conditions, diseases, or abnormalities. 

(b) Classification. Class III (premarket 
approval). 

(c) Date premarket approval (PMA) or 
notice of completion of a product develop-
ment protocol (PDP) is required. The ef-
fective date of the requirement for pre-
market approval has not been estab-
lished. See § 892.3. 

[60 FR 36639, July 18, 1995] 

§ 892.2010 Medical image storage de-
vice. 

(a) Identification. A medical image 
storage device is a device that provides 
electronic storage and retrieval func-
tions for medical images. Examples in-
clude devices employing magnetic and 
optical discs, magnetic tape, and dig-
ital memory. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to § 892.9. 

[63 FR 23387, Apr. 29, 1998; 63 FR 44998, Aug. 
24, 1998, as amended at 65 FR 2323, Jan. 14, 
2000] 

§ 892.2020 Medical image communica-
tions device. 

(a) Identification. A medical image 
communications device provides elec-
tronic transfer of medical image data 
between medical devices. It may in-
clude a physical communications me-
dium, modems, interfaces, and a com-
munications protocol. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 892.9. 

[63 FR 23387, Apr. 29, 1998; 63 FR 44998, Aug. 
24, 1998, as amended at 65 FR 2323, Jan. 14, 
2000] 

§ 892.2030 Medical image digitizer. 

(a) Identification. A medical image 
digitizer is a device intended to con-
vert an analog medical image into a 
digital format. Examples include 
Iystems employing video frame grab-
bers, and scanners which use lasers or 
charge-coupled devices. 

(b) Classification. Class II (special 
controls; voluntary standards—Digital 
Imaging and Communications in Medi-
cine (DICOM) Std., Joint Photographic 
Experts Group (JPEG) Std.). 

[63 FR 23387, Apr. 29, 1998] 

§ 892.2040 Medical image hardcopy de-
vice. 

(a) Identification. A medical image 
hardcopy device is a device that pro-
duces a visible printed record of a med-
ical image and associated identifica-
tion information. Examples include 
multiformat cameras and laser print-
ers. 

(b) Classification. Class II (special 
controls; voluntary standards—Digital 
Imaging and Communications in Medi-
cine (DICOM) Std., Joint Photographic 
Experts Group (JPEG) Std., Society of 
Motion Picture and Television Engi-
neers (SMPTE) Test Pattern). 

[63 FR 23387, Apr. 29, 1998] 

§ 892.2050 Picture archiving and com-
munications system. 

(a) Identification. A picture archiving 
and communications system is a device 
that provides one or more capabilities 
relating to the acceptance, transfer, 
display, storage, and digital processing 
of medical images. Its hardware com-
ponents may include workstations, 
digitizers, communications devices, 
computers, video monitors, magnetic, 
optical disk, or other digital data stor-
age devices, and hardcopy devices. The 
software components may provide 
functions for performing operations re-
lated to image manipulation, enhance-
ment, compression or quantification. 

(b) Classification. Class II (special 
controls; voluntary standards—Digital 
Imaging and Communications in Medi-
cine (DICOM) Std., Joint Photographic 
Experts Group (JPEG) Std., Society of 
Motion Picture and Television Engi-
neers (SMPTE) Test Pattern). 

[63 FR 23387, Apr. 29, 1998] 

Subparts C–E [Reserved] 

Subpart F—Therapeutic Devices 

§ 892.5050 Medical charged-particle ra-
diation therapy system. 

(a) Identification. A medical charged- 
particle radiation therapy system is a 
device that produces by acceleration 
high energy charged particles (e.g., 
electrons and protons) intended for use 
in radiation therapy. This generic type 
of device may include signal analysis 
and display equipment, patient and 
equipment supports, treatment plan-
ning computer programs, component 
parts, and accessories. 

(b) Classification. Class II. When in-
tended for use as a quality control sys-
tem, the film dosimetry system (film 
scanning system) included as an acces-
sory to the device described in para-
graph (a) of this section, is exempt 
from the premarket notification proce-
dures in subpart E of part 807 of this 
chapter subject to the limitations in 
§ 892.9. 

[53 FR 1567, Jan. 20, 1988, as amended at 64 
FR 1125, Jan. 8, 1999] 
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